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EXECUTIVE OFFICE OF THE PRESIDENT DAL? 
OFFICE OF MANAGEMENT AND BUDGET 


WASHINGTON, D.C. 20503 Vz 0) 4 Cg 


April 4, 1978 


LEGISLATIVE REFERRAL MEMORANDUM 


TO: — Legislative Liaison Officer 
Department of Defense Department of Energy 
Veterans Administration . National Aeronautics and 
Central Intelligence agency Space Administration 
National Science Foundation Environmental Protection 
Office of Science and Agency 

Technology Policy Department of Agriculture 


Department of Justice 


SUBJECT: HEW draft proposed report on S. 2579, a bill 
"To amend the Public Health Service Act to 
establish the President's Commission for the 
Protection of Human Subjects of Biomedical and 
Behavioral Research, and for other purposes." 


The Office of Management and Budget requests the views of 
your agency on the above subject before advising on its 
relationship to the program of the President, in accordance 
with OMB Circular A-19. 


A response to this request for your views is needed ; 
no later than noon Thursday, April 6, 1978, .- (Subcommittee 
markup of S. 2575 is schedule or Friday a.m., April 7). 


Quéstions should be referred to John Lively 
(395-4794 ) or to Jim Stimpson (395-3736), 
the legislative analyst in this office. 


Lami KC dvreer 
Naomi R. Sweeney, for 


Assistant Director for 
hegislative Reference 


Enclosures 
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: ° The Honorable Harrison A. Williams 

‘Chairman, Committee on Hae Resources. 
United States Senare =~ 
--Washington, D.C. 20510 


oe sponse to your reques Tone “xeport-in. S. 2579, a . wad 
+_ “To. amend. che ‘Public Health Service <Act>to- establish the -Presideat 's 
«Commission for the Prorection ‘of. sopendotock sa OF Biowedical Saag : 
“Sebavioral. ema and for ‘other: purposes." 3 > : 


ene “the Departnent::agress with’ fhe purposes of the DAIL and 
is prepared to. recommend :that ir be- enacted, provided that ‘several - 
 aimenmtmanis dra tsda. Uc desnor believe: that it-is appropriate for . 
public advisory bodies to supervise-or. monitor ‘Prograzs of-any 
department or agency of the federal. Goveranent. § . Ve. therefore 
+“Becommend.thar.all provisions of 8.- 2579 particularly section .. 
" 2802{b) (2)] which authorize. che. proposed President 'S: Commission to . 
“Yeview specific programs and sake sdetermnations- ‘concerning ‘them ooo: te £ 
«shouldbe deleted. Furthermore, the bill would. tequire the: President’s ° al aor 
Comission te seperately advise : each: of sone 20 Federal agencies 9 «+ be a 
oe research involving foman - Wrereipeies a igs 3: 


” Behavioral Research that wredetal ‘Las should Se casera or-asended ~ 
te authorize the Secrerary ef Heaith,- Education, and Welfare co 
“> tt: promilgate regulations governing review.of all research sevolving nie 
’., -buman subjects that is subjecc to Federal. Segulations.” The: _ $ 
“Department believes that 5. .2579 should: be amended :20. incorporate CANES Gd 
-the recommendations of the National Comission. Additional. sugges~ = _ | 
E 


tions for azendmence are mentioned scence a 


Ss. 2579 contains the following provisions: 


(1) The pill would establish 4 Prasidenc’ s Conmission to he capseeea. 

eof eleven members appointed ty the President with the advice and 

»  omsent of the Senare. Five wembers of the Comission are to be x 
. especially qualified by virtue of their a and background in 
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oo “protection of human subjects of biomedical and behavioral research 


+ 


‘+ sug the Mational Commission. for the Protection of Hunan Subjects of... 


testing for genetic diseases and related counseling information and 


"+ (6) The President"s Commission is to undertake a study of available 


“Biomedical or behavioral research involving busan subjects. 
“ls 7 embers of the Coumission are to be distinguished in the fields of - 


"| ef the Office of ‘Science and Technology Policy, the Administrator of . 


_"- guthorized to review in detail any: program of any—departpent or agency 
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Six. 


medicine; law; ethics; theology;. the. biological, behavioral, and social — 


_ gedences; philosophy; hucanities;.health administration; governments) 5 
.. amd public affairs. These wenbers’should not bé or have been engaged 
"im biomedical research involving human subjects. . The Secretary of ~ a 


Defense, the Director of-the Central Intelligence Agency,. ‘the Director . .” 


Veterans’ Affairs (sic) [the Veterans Administration?], and the 


. BPirector of the National Science Foundation are-.to designate nonvoting, se 


.$ Comission. 


i a 


‘ex-officio advisers to the Preside : 


after reviewing the relevant rules; policies, and guidelines of each ee 
Federal department and agency... Furthercore,: the Commission is gees as 


‘Cincloding the Department of Defense and rhe Central Intelligence 9 3 
Agency) to dcrermine whether the human subjects of any biomedical... 


or behavioral research iavelvas ia such progrant are sdequately protected. ae 


(3) The President's Comission isto ‘complete nay unfinished business 


. Biomedical and Behavioral: Research. 


of. ‘technology and allocation decisions ‘involved in health care delivery. 


"pe 


<5 -€3). The President's Commission is to-uadertake:-studies of: informed | 

_. eomsent:to health care delivery and-treatmert; defining of death, . 

. #meluding the question of .developing-a uniform definition of death, — 
and of the ethical, moral, social, and legal implications of voluntary 


-education programs. = ae 


mechanis=s designed to safeguard the privacy of research subjects and 

of patient records. _ Pe aa ke | 

(7) With respect to the mandates listed above, the President's Comission 
4s to be charged with issuing reports to the Congress, Federal depart- 
ments and agencies, and to the public. When a report and recommendations 


get 
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are cade toa parcicular department « or: > -agency,: that depatinenc 6 oz. 8 
agency must publish the repore in the Federal Resister within 60 - 
“days and provide opportunity for public comment, Within 180 pete 
of the date of publication in the Federal Register,’ the ‘department 
OF agency must take appropriate action or publish in the Federal 2 
| Register a notice that it deems such action inappropriate. Angual - 
‘Yeports to the President and appropriate Congressional: Gomatt tees" 
are required. Tie repores are to indicate the recommendations - 
_made by the Presidenr’s Comission and the aiesiererat ‘actions OF 
“the aeieetee department or agency. a : 


48) Other, ‘provisions of the. pill call for the cetablishment oe Ces = . = 
advisory boards in each executive or military department to advise ts x ae 
each department head. with respect to ethical and moral “issues.92 9°" 02 
These boards are to coordinate: ‘theiz | eoateanered and agenda with the ie eae ee 
, President's pemessaae og i 23 


(9) Finally, ‘the bin ilar sdaiatatcelive peavisdoae for ee a ee ae 
conduct of the President's Commission's business and repeals com - _ i : 
flictics provisions of the Santos Research’ Ace and the Baplic Health” 
Service ance é =. Portes we 


The Departnent is in full Bgvbesee Gith oie intent of s. 2579 | to 
-. evaluate policfes pertaining to-human subjects-of biomedical and ©. 

-. behavioral. research, and to evaluate the olarak of cemmaaie oe i 

“searing, counseling, and educarion- ‘programs. : 


“He. canaot help but qucsticn: Revers isthe a  Cormtaston a tee he 

_; Protection of human subjecrs will -be.qualified ro address questions 

"pertaining to analysis of scientific.and-rechnological.advances, == 
_» the principles governing the use of technology in medical practice, - 

‘public attitudes toward such advances, ‘and See Ries ‘resource 

allocation acctsiens: oe eds ae 


Certain of these eisepeue including those eased to ihe definition 
o£ death and the elements of informed consent in the delivery of 
health services, are matters which are being addressed by the courts 
and legislatures of the several states among those matters 


é 
TES gE oa Hare , 

baal we e fy 4 en EL PALER MU TERS. ERTETA MA Fs RETA RBI ET dia | et a BNET TST TTI, & tae 

Sy era tak Ee bes ed a i a Ma ae ae aa lie i WEP TD Ets ya 1 my 


reserved to their jurisdicrion by the 10th Amendment. It would. oe 

appear that the opportunity for the President's Commission to make ae 

a significant contribution in these areas may be limited. Furcher- t= 
more, the expertise needed to carry out such studies may be very z. 
different from that required to evaluate safeguards of the rights rs B 
and well~being of human subjecrs. The strated qualifications far a 
membership on the Commission do nor seem to be well suited ro. these... ir 
responsibilities. 4 ror Release 2006/11/16 : CIA-RDP81M00980R000800030101-9 Be 
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Similarly, the Departeent agrees with the intent of S. 2579 to develop 
a uniform policy throughout the Federal Government for the prorection 
of human research subjects. On the pasis of its earlier efforts 
involving eleven Federal agencies to develop such a policy, the 
Department can attest to the general recognition and acceptance within 
the executive branch of a need for such a mechanism. The Deparrnent's 
etferts to this end were halted because section 202 of P.L. 93-348, 
the National Research Act, required the ational Commission for the 
Protection of Human Subjects to study how a uniform Federal policy 
couid best ba accomplished. The National Commission recently com 
pletec its study of this matter and has recomended that HEW take the 
jJeas in developing such a policy. Initial steps to implement the 
recommendations af the Commission have already been taken. As currently 
drafted, S. 2579 proposes a much more diffuse approach than that 
expressed in the National Commission's recommendations. Where the 
Nattonal Comsission recommends establishment of a single focus within 
thé executive branch, the present bill, S. 2579, would require that 
the President's Comission make separate recommendations tc some 20 
citierent _departueats and agencies, and izpeses a timetable for response 
Hew wilted, Daxioies £2-net Zotuedly prevent, interagency coordination. 
agree with the National Commission rhat reasonable regulation in 
.is ares requires the designation of a responsible lead agency. 
upd administrative practice also requires that the lead agency seek 
the acvice and counsel of other components of the Federal Government 
isting sinilar problems. Historically, the principal responsibility 
has rested with the Deparrment of Health, Education, and Welfare. We 
-believe that S. 2579 could be modified in such a way that the proposed 
President's Comission could work together with the Department in 
carrying out the recommendation of the National Comission. 


4 47) rt 
t 


is 


Additionally, S. 2579 charges the President’s Comission to restudy 
matters of patient and research subject privacy already extensively 
considered by the Privacy Protection Study Commission. The report of 
the Privacy Protection Study Commission has been widely acclaimed, and 
its recormendaticns are already the subjece of several legislative 
proposals before the Congress. The privacy studies in S. 2579 SPREE s 
_therefore, to be redundant and unnecessary. 


Finally, the list of departments and agencies entitled co designate : 
ex-officio advisory mexbers is not representative of those currently 
supporting health-related research. Specifically, the Department of 
Energy (9.7%), the National Aeronautics and Space Administration 
Soeetie the Environmental Protection Agency (2.0%), and the Department 
fF Agriculcure (1.7 %) are excluded, while the National Science Founda- 


eon (1.04) and the intelligence comsunity which supports a vanishingly . 
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i 
szall portion of such research areincluded. The Department of Health, 
Education, and Welfare ig linited to one representative, even though 
it supports about 46:: of ‘such research and regulates through the road 
and Drug Administration an additional 252%. 
We therefore recommend that before $. 2579 is favorably considered 
that changes reflecting the concerns mentioned above be nade in the 
bill. Furthermore, we believe that the National Commission for the 
Protection of Human Subjects should be permitred to complete its 
studies, many of which bear on the issues addressed by S. 2579, 
before final amendment of the bill is- undertaken. , 


We are advised by the Office of Management and Budger that there is no 
_ objection to the presentation of this report from the standpoint of 
the Administration's program. ; 


Sincerely, 


Joseph A. Califano, Jr. 


sdajep/ mexican an eseesaaa 
4/3/78 
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